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Sir: 

PRE-APPEAL BRIEF REQUEST FOR REVIEW 

Applicants request a pre-appeal brief review of the rejections in the Final Office 
Action mailed December 31, 2007, the period for response extending through June 30, 
2008, by a petition for an extension of time of three months filed concurrently herewith. 
This Request is being filed concurrently with a Notice of Appeal, in accordance with the 
Official Gazette Notice of July 12, 2005. 

A pre-appeal brief review of the rejection set forth in the Final Office Action is 
proper because: (1) the application has been at least twice rejected; (2) Applicants have 
concurrently filed a Notice of Appeal (prior to filing an Appeal Brief); and (3) this 
Pre-Appeal Brief Request for Review is five (5) or less pages in length and sets forth 
legal or factual deficiencies in the rejections. See Official Gazette Notice, July 12, 2005. 
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In the Final Office Action mailed December 31 , 2007, the Examiner maintained 
the rejections made in the Non-Final Office Action mailed April 1 1 , 2007. Claims 1-7 
and 9-19 are pending in this application. 

REMARKS 1 

I. REJECTION OF CLAIMS 1-6. 9-14. and 16-19 UNDER S 102(b) 

Applicants respectfully traverse the rejection of claims 1-6, 9-14 and 16-19 under 
35 U.S.C. § 102(b) as being anticipated by Hjertman et al. (5,679,111) ("Hjertman"). 

Independent claim 1 recites a drive mechanism comprising, among other things, 
"a piston rod . . . which is threadedly engaged with the internal thread of the housing . . . 
a dose dial sleeve . . . and a clutch means located between the drive sleeve and the 
dose dial sleeve." 

The Office Action of December 31 , 2007 alleges that: 

Hjertman discloses a device for dosing a liquid preparation 
comprising a housing 3 having internal and external threads, 
a piston rod 12, a coupling 7, a dose dial sleeve 2, a drive 
sleeve 17, and a clutch sleeve 15. See Fig. 1. Hjertman 
inherently discloses the steps of providing the drive 
mechanism above. The device may be used to inject a 
patient with insulin (Col. 3, lines 16-17). 

(December 31, 2007, Office Action, p. 2). The piston rod of claim 1 includes the 
limitation that the piston rod is "threadedly engaged with the internal thread of the 
housing," and the specification of the instant application defines "threadedly engaged" to 
mean the interlocking of helical threads of components. (Specification, p. 4). The 
Office Action alleges that piston rod 12 of Hjertman is locked in place with locking lugs 
14, and lugs 14 are threadedly engaged to sleeve 3. (December 31 , 2007, Office 

1 The Final Office Action contains a number of statements reflecting characterizations of the related art and the claims. Regardless 
of whether any such statement is identified herein, Applicants decline to automatically subscribe to any statement or 
characterization in the Final Office Action. 
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Action, p. 3). Because piston rod 12 of Hjertman is only indirectly coupled to sleeve 3 it 
cannot also be threadedly engaged to sleeve 3. The only component that piston rod 12 
is threaded with is screw 28 of stopping device 29, and this cannot be described as "a 
housing having an internal and external thread," as recited in claim 1. For at least these 
reasons, Hjertman does not teach, or even suggest, having "a piston rod . . . which is 
threadedly engaged with the internal thread of the housing." 

Notwithstanding the above discussion, which is sufficient for withdrawal of the 
rejection, claim 1 further recites "a dose dial sleeve, which is threadedly engaged with 
the external thread of the housing." The Office Action alleges that front sleeve 2 of 
Hjertman corresponds to the dose dial sleeve. However, Hjertman discloses that the 
front sleeve 2 is one of three components combined to hold an injection cartridge. 
(Hjertman, col. 4, II. 11-18). Furthermore, Hjertman discloses that screw 28 and 
stopping device 29 combine to determine the dose. (Hjertman, col. 5, II. 31-39). For at 
least these reasons, Hjertman does not teach or even suggest having "a dose dial 
sleeve, which is threadedly engaged with the external thread of the housing." 

Notwithstanding the above discussion, which is sufficient for withdrawal of the 
rejection, claim 1 still further recites "a clutch means located between the drive sleeve 
and the dose dial sleeve." The Office Action alleges that the stalks 15 of Hjertman 
corresponds to the clutch means. (December 31, 2007, Office Action, p. 3). As in initial 
matter, the stalks 15 of Hjertman are not "between the drive sleeve and the dose dial 
sleeve." As discussed above, the Office Action alleges that the front sleeve 2 
corresponds to the does dial sleeve, and the Office Action also alleges that actuating 
sleeve 17 corresponds to the drive sleeve. (December 31 , 2007, Office Action, p. 2). 
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The Office Action further alleges that stalks 15 are on the interior of both front sleeve 2 
and actuating sleeve 17 and therefore it is between them because it is within them. 
(December 31 , 2007, Office Action, p. 2). It can best been seen in Figs. 4 and 5 that 
stalks 15 are located within front sleeve 2, and front sleeve 2 is located within actuating 
sleeve 17. So stalks 15 cannot be located between front sleeve 2 and actuating sleeve 
17. Furthermore, claim 1 recites: 

"a clutch sleeve . . . which 

a) when the dose dial sleeve and the drive sleeve are de- 
coupled by the clutch means, rotation of said dose dial 
sleeve with respect to the drive sleeve is allowed; and 

b) when the dose dial sleeve and the drive sleeve are 
coupled by the clutch means, rotation of the dose dial sleeve 
with respect to the drive sleeve is prevented." 

Hjertman discloses that stalks 15 and lugs 14 prevent longitudinal movement of 
the piston rod, not rotation of the dose dial sleeve. (Hjertman, col. 4, 1. 65 - col. 5, 1. 3). 
For at least these reasons, Hjertman does not teach or even suggest "a clutch means 
located between the drive sleeve and the dose dial sleeve." 

Accordingly, for at least the reasons presented above, Hjertman cannot 
anticipate independent claim 1 . Therefore, Applicants respectfully request the 
withdrawal of the rejection of independent claim 1 and the allowance of independent 
claim 1. Claims 2-6, 9-14, and 16-19 depend from claim 1 and are at least patentable 
for this reason. Furthermore, these dependent claims recite more specific features than 
the independent claim and are additionally patentable for this reason. Applicants 
respectfully request the withdrawal of the rejection of these dependent claims and the 
allowance of these dependent claims. 
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II. REJECTION OF CLAIMS 7 and 15 UNDER S 103(a) 

Applicants respectfully traverse the rejection of claims 7 and 15 under 35 U.S.C. 
§ 103(a) as being unpatentable over Hjertman in view of Slate et al..(US 2002/0167499) 
("Slate"). 

As discussed above, Hjertman does not disclose or suggest all of the elements of 
claim 1, and claims 7 and 15 depend from claim 1. Slate does not compensate for the 
deficiencies of Hjertman. Therefore claims 7 and 15 are patentable for this reason. 
Additionally, these dependent claims recite more specific features than the independent 
claim and are additionally patentable for this reason. Applicant respectfully requests the 
withdrawal of the rejection of these dependent claims and the allowance of these 
dependent claims. 



In view of the above, Applicants respectfully request that the rejections be 
withdrawn and the claims allowed. 

Please grant any extensions of time required to enter this response and charge 
any additional required fees to our deposit account 06-0916. 



CONCLUSION 



Respectfully submitted, 



FINNEGAN, HENDERSON, FARABOW, 
GARRETT & DUNNER, LLP. 



Dated: June 27, 2008 




Christopher S. Weber 
Reg. No. 58,954 



